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Box No. I Basis o1 the opinion 



1 With regard to the language, this opinion has been established on the basis of the international application in 
' the language in which it was filed, unless othenwise indicated under this Item. 

□ This opinion has been established on the basis of a translatton from the original ]f £"^9© I'ltrrh^'"'"^ 
language , which is the language of a translation furnished for the purposes of International search 
(under Rules 12.3 and 23.1(b)). 

2 With regard to any nucleotide andA)r amino acid sequence disclosed in the intemational application and 
necessary to the claimed invention, this opinion has been established on the basis ot: 

a. type of material: 

□ a sequence listing 

□ tabie(s) related to the sequence listing 

b. format of material: 

□ In written format 

□ in computer readable form 

c. time of filingyfurnishing: 

. □ contained in the international application as filed. 

□ filed together with the international application in computer readable form. 

□ fumished subsequently to this Authority for the purposes of search. 

•3 □ In addition in the case that more than one version or copy of a sequence listing andA)r ^aWe relating the^ 
hafbeen file^^^^ the required statements that the information in the subsequent or addrtio^ 

c^pielte identica™^^^ the application as filed or does not go beyond the application as filed, as 
appropriate, were fumished. 

4. Additional comments: 



Form PCTASA/237 (January 2004) 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCT/US2005/017292 



Box No. V Reasoned statement under Rule 43Ws.1(a)(i) with regard to novelty, Inventive step or 
Industrial applicability; citations and explanations supporting such statement 

1. Statement 



Novelty (N) 


Yes: 


Claims 






No: 


Claims 


1,2.13.15-17 


Inventive step (IS) 


Yes: 


Claims 






No: 


Claims 


1-17 


Industrial applicability (lA) 


Yes: 


Claims 


1-17 




No: 


Claims 





2. Citations and explanations 
see separate sheet 
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Re Item V . , 

Reasoned statement with regard to novelty, inventive step or industnal applicability; 

citations and explanations supporting such statement 

Reference is made to the following documents: 

D1 : US-A-6 066 292 (PURWAR ET AL) 23 May 2000 (2000-05-23) 
D2- US-A-5 993 781 (SNELL ET AL) 30 November 1 999 (1 999-1 1 -30) 
D3- US 2003/1 03864 A1 (MGAFFER IAN G.C ET AL) 5 June 2003 (2003-06-05) 
D4: US 2002/065256 A1 (KARLSSON ANN-KRISTIN ET AL) 30 May 2002 (2002- 
05-30) 

D5: US-B1 -6 464 958 (BERNINI EVA ET AL) 1 5 October 2002 (2002-1 0-1 5) 

Lack of novelty: ^ 

The present application does not meet the criteria of Article 33(1 ) PCT, because the 

subject-matter of independent claims 1 .2.13.15-17 is not new in the sense of Article 33(2) 

PCT. 

Documents D1 and D2 disclose a method for sterilization of a glucocorticosteroid and a 
sterile aqueous suspension as defined in claims 1 . 2, 1 5 and 1 6. 
Documents D3 and D4 disclose a method for sterilization of a glucocorticosteroid and a 
sterile aqueous suspension as defined in claims 2 and 15. Moreover. D3 discloses the 
subject-matter of claims 1, 13. 16 and 17. See in particular the indicated passages in the 
search report. 

Lack of inventive step: 

The present application does not meet the criteria of Article 33(1) PCT. because the 
subject-matter of claims 1-17 does not involve an inventive step in the sense of Article 
33(3) PCT 

The problem to be solved by the present invention is to provide a sterilization method of 
glucocorticosteroids in suspension avoiding unfavourable changes in the drug profile. 
This has been presently achieved by heating the suspension of glucocorticosteroids 
according to claims 1 , 2 and 13. 

Documents D1 and D3 teach heat sterilization of suspensions compnsmg 
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glucocorticosteroids. The application of wet steam for sterilizing has been taught in D1 
e g on column 1 . 1. 23-27. column 2. 1. 40-46 and column 7. 1st §. The use of budeson.de 
and sterilization parameters as in the present invention are evident from the disclosures of 
D3 Accordingly, the solution proposed in present claims cannot be considered as 
involving an inventive step (Article 33(3) PCT. since being proposed in a similar manner in 

olpTndent claims do not contain any features which, in combination with the features of 
any claim to which they refer, meet the requirements of the PCT in respect of novelty 
and/or inventive step. 
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